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A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
November 3, 2008 has been entered. 

Claims 1 4-6, 8-15, 18, 31-33, 35, 37-40, 44-47 and 51-60 are rejected under 35 
U.S.C. 112, first paragraph, as failing to comply with the enablement requirement. The 
claim(s) contains subject matter which was not described in the specification in such a 
way as to enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. 

A conclusion of lack of enablement means that, based on the evidence regarding 
each of the factors below, the specification, at the time the application was filed, would 
not have taught one skilled in the art how to make and/or use the full scope of the 
invention without undue experimentation. 

(A) The breadth of the claims. 

Claims 1,4-13 and 33 encompass an enormous number of compounds having 
great variations in structural formulas. For example, a compound of formula (I) as 
encompassed by claim 1 wherein R1, R2 and R2 is H and X2 and X3 are phenyls would 
not be expected to have the same properties and activity as a compound of formula (I) 
wherein R1, R2 and R3 are sulfate, X2 benzyl substituted with N-alkenyl and X3 is 
cyclohexyl. 
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The methods claims 14, 15, 18, 31, 32, 35, 37-40, 44-47 and 51-54 and 58-60 
encompass treatment of enormous number of unrelated diseases, while the 
specification fails to provide any evidence of the treatment of even a single disease. 
For example the terminology "organ damage" encompasses the treatment of all 
possible diseases of any organ in the body including lungs, heart, liver, stomach, 
reproductive organs etc. 

(B) The level of predictability in the art. 

The activity of various flavones is unpredictable. For, example, Lee et al (WO 
01/30342) disclose in Example 2 that of the eight flavone compounds tested, only 
oroxylin A inhibited LPS- induced COX-2 gene expression in both protein and mRNA 
levels. 

(C) The existence of working examples. 

The working example to the in vitro effect of baicalein on plasma THF-alpha, 
superoxide anion, nitrate and iNOS. However, there is no correlation between the 
levels of THF-alpha, superoxide anion, plasma nitrate and INOS in the treatment of any 
diseases. Further, the present claims are not directed to baicalein. Therefore, there are 
no working examples showing any activity of the claimed compounds. 

(D) The quantity of experimentation needed to make or use the invention based 
on the content of the disclosure. 

Because there is no way to predict a priori which specific compounds 
encompassed by the present claims will be useful for treating which specific disease or 
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condition, it would take an enornnous amount of experimentation to determine the 
effectiveness of the claimed compounds and methods. 

Claims 1,4-6, 8-10, 12-15, 18, 31-33, 35, 37-40, 44-45 and 53-60 are rejected 
under 35 U.S.C. 112, first paragraph, as failing to comply with the written description 
requirement. The claim(s) contains subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

The terminology "R1 and R2 are each independently Y" (claim 1), "R1 and R2 
together become a methylene unit (CH2)" (claims land 55) and "R2 and R3 together 
become a methylene unit (CH2)" (claim 1), "R7 and R9 together becomes a methylene 
unit (CH2) (claim 31), "R8 and R9 together become a methylene unit (CH2)" (claim 31) 
and "R1 and R2 jointly form a methylene group" (claim 60) is not disclosed in the 
specification as originally filed. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the Invention was known or used by others In this country, or patented or described in a printed 
publication in this or a foreign country, before the Invention thereof by the applicant for a patent. 

(b) the Invention was patented or described In a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the Invention Is not Identically disclosed or described as set 
forth In section 102 of this title, If the differences between the subject matter sought to be patented and 
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the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1,4-6 and 8-13 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Cassels et al (U.S. Patent No. 5,756,538). 

Cassels et al disclose the claimed compounds wherein R1 , R2, and R3 are each 
independently H, alkyi, alkenyl or a carbohydrate, XI is aryl or substituted aryl and X 2 
is X3-T and X3-T. (column 1, lines 45-63). 

Claims 1 , 4-6 and 8-13 are rejected under 35 U.S.C. 102(a) as being anticipated 
by Hendler et al (U.S. Patent No. 6,541,613). 

Handler et al disclose the claimed compounds wherein R1 , R2 and R3 are each 
independently H, alkyI or carbohydrate, XI is X3-T, wherein X3 is H and T is H and X2 
is aryl. (column 10). 

Claims 1 4-6 and 8-13 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Lee et al (WO 01/30342). 
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Lee et al disclose tlie claimed compounds wherein R1 and R3 are each 
independently H, alkyi, alkenyl, alkynyl, R2 is alkyi, alkenyl and alkynyl, XI and X2 are 
independently phenyl or substituted phenyl (pages 15-16) 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Elli Peselev whose telephone number is (571) 272- 
0659. The examiner can normally be reached on 8.00-4.30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Shaojia Jiang can be reached on (571 ) 272-0627. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (BBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Elli Peselev 
/Elli Peselev/ 

Primary Examiner, Art Unit 1623 



